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ATTACHMENT B 

institutional Animal Care and Use Committee Approved Exceptions to the Standards and 
Regulations of the Animal Welfare Act: 

Cage Variances: 

1) Variance This allows three Group 3 primate; to be housed in two Group 4 run-through cages 
when caging that would allow the full 12.9 sq led of floor space is not available or cannot fit into the 
housing room. 

Species Vlacaca fascicularis. Macaca mulatta. Macaca nemestrina, Papio cynocephalus 
Number of animals used: 12 

2) Variance During behavioral testing of monkeys group-housed in "run-through" cages, a divider 
will be used that keeps all but the test monkey in slightly smaller cage space than USDA regulations 
specify. The animals will be housed in the smaller cage no more than 36 hours and typically less than 
12 . 

Species Macaca fascicularis, Macaca mulatta. Macaca nemestrina, Papio cynocephalus 
Number of animals used: 0 

3) Variance Use of a "run-through" configuration of two group 4 cages for group 3 category 
monkeys. This provides 12.5 sq ft of floor space rather than the 12.9 sq ft recommended in the 
regulations for animals of this weight. It is felt that the small difference in available floor space is more 
than compensated for by the complete access to age-matched cohorts, allowing full social interactions 
between the triads. 

Species: Macaca nemestrina 
Number of animals used: 0 
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1 ) Professionally acceptable standords governing the care, treatment, and use ol animals, including appropnate use ol anesthetic, analgesic, and tranqullizmg drugs, prior to. during, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility 
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January 18,2008 

Dr. Randy Ridenour, VMO 
Supervisory Animal Care Specialist 

USDA - API ns 

Animal Care, Western Region 
2150 Centre Ave,, Building B 
Mail Stop # 3W1 1 
Fort Collins, CO 80526-8117 


Dear Dr. Ridenour, 

Thank you for your thorough review of the USDA Annual Report filed by SNBL USA. The 
assignment of animals to Category “E” is not the intent of SNBL USA unless absolutely 
scientifically jusufied. It is unfortunate that in some instances FDA requirements for toxicity testing 
may necessitate withholding pain and distress relieving medications or measures. There are times 
that drug-drug interactions are not fully understood and may require that certain pain/distrcss 
relieving medications that would adversely affect the outcome of the study be withheld. Following 
further review and an in-depth retrospective review of the animals’ records classified as Category 
“E”, the animals designated as such have been reclassified to either Category “C” or “D”. Please see 
our responses to your requests for additional information on the exemptions, explanations for 
reclassification, and the updated “Annual Report of Research Facility” (form 7023). Explanations for 
animals reassigned from Class E to Class C or D are included below. Revised copies of the housing 
and sanitation exceptions submitted with our Annual Report, updated to include additional 
information requested by your office, are also enclosed. 

Explanation for animals reclassified from category E to category C or D: 

RABBIT 

RB 065453 The animal experienced renal toxicity during the first administration of a dose 
escalation study intended to establish dose levels for future reproductive toxicity studies [1CH M3|. 
The animal received a single intravenous dose of a test article being developed for the treatment of 
pancreatic cancer. Results of blood work, collected on 11/30/06 (die day following dosing), were 
used to lower doses for other animals assigned to this project, but this animal was not referred to vet 
staff for treatment. Daily clinical observations document the animal as “Normal / no visible 
abnormalities” at AM and PM observations conducted 11/28/06 through the AM observation on 
12/03/06. On die afternoon of 12/03/06, the observauon was documented as “Soft Feces, Trace”. 
The animal was found deceased on the morning of 12/04/06. Post-mortem evaluation of the blood 
work by the Attending Veterinarian is suggestive of acute renal failure, with no overt signs of renal 
failure being evident. Urine collection (pan) and body weights were the only other procedures 
performed on this animal as part of this project and were reported as within normal limits. This was 
a case of acute death without presenting signs and should be reclassified to Category C 
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NONHUMAN PRIMATES 

NHP 062984 - This animal was assigned to a preliminary dose-range finding (toxicity) study for a 
novel anti-cancer therapy, and was scheduled to receive once daily doses of test article orally for five 
days. Dosing initiated on 03/15/07. The animal had been referred for veterinary treatment of 
inappetance on 03/17/07 and was under observation by vet staff to monitor the animal’s condition. 
A treatment plan had been submitted to the study director to provide food supplementation, with the 
recommendation that the plan be implemented if the inappetance continued. The animal was being 
observed for clinical observations twice daily by the research technicians, with addiuonal 
observations being performed by members of vet staff once the animal was referred for treatment. 
The animal was documented as quiet, alert, responsive, and hydrated with a slightly hunched posture 
by a member of vet staff at 4:49pm on 03/18/07, but was found deceased the following morning. 
Gross pathology reports revealed pronounced G1 effects, particularly in the large intestine. Initially, 
this animal was categorized as an E due to these post-mortem findings. After further review of the 
animal's file, it was determined that no treatment was withheld from this animal as food 
supplementation was administered to the animal as part of the treatment plan and the animal was 
not observed to have any changes in pain/distrcss levels that would have necessitated intervention 
Following tills review it is more accurate to place this animal in category C as the condition 
deteriorated quickly without opportunity for intervennon or humane euthanasia. 

NHP 063153 - This animal was assigned to a preliminary dose-range finding (toxicity) study for a 
novel anti-cancer therapy. The animal had previously participated in two phases of the study in 
which the animal received daily oral doses of the test compound for five and fourteen consecutive 
days, with washout periods of 7-15 days in between. During this time, the animal was referred to vet 
staff twice - once for weight loss (the animal was monitored for a week by vet staff and released 
from observation when it was determined that the animal was maintaining its weight), and once to be 
tested for fecal occult blood (results negative). On 05/10/07, die animal began another fourteen 
days of daily oral dosing at a higher dose level. The animal was observed twice daily during the 
course of the study. Observations indicate the animal had decreased appetite on 05/15/07 and 
05/16/07, but also indicated the animal appeared “Normal/no visible abnormalities”. On 
05/18/07, emesis was observed, but again the animal is documented as appearing normal. On 
05/19/07, the animal appeared hunched, and was referred to vet staff for treatment of “loss of 
appetite” at approximately 3:30pm. The animal was observed by a member of vet staff as quiet, 
alert, responsive, and hydrated, although the animal did appear slightly hunched. After consultation 
with a veterinarian (ai approximately 4:15pm), the decision was made to monitor daily for two days, 
and to begin supplemental therapy if necessary. This plan was communicated to the study director. 
The animal was found deceased the following morning. Gross pathology reports indicated some GI 
effects, particularly in the small intestine (ileum). Initially, this animal was categorized as an E due to 
these post-mortem findings. After further review of the animal’s file, it was determined that no 
treatment was withheld from this animal, and for this reason, it is more accurate to place this animal 
in category G 

NHP 070793 This animal was assigned to a fifteen day repeat dose pharmacokinetics study for a 
compound being developed for use as an anti-cancer therapy. Animals were to be dosed orally, SID 
for fourteen days beginning on 08/10/07. The animals assigned to this project received twice daily 
clinical observauons by the research technicians. The observations for this animal indicated 
“Normal/no visible abnormaliues” from 08/10/07 through the morning observation on 08/16/07. 
In addition to “Normal/no visible abnormalities”, “Soft Feces, Brown" was also noted at the AM 
observation on 08/15/07, and “no feces” was noted at the PM observation on 08/15/07 and the 
AM observation on 08/16/07. The animal was examined on 08/16/07 and exhibited weakness, 
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lethargy and mild dehydration. The other parameters such as body temperature, mucous membrane 
color, and skin coloration were all within normal limits. The animal received Lactated Ringers 
solution systemically for the weakness, lethargy and dehydration. The animal’s condition appeared to 
have deteriorated rapidly as it expired prior to the afternoon observations on 08/16/07. The only 
procedures performed on this animal in addition to the oral dosing, were blood collections for 
pharmacokinetic analysis and body weights. This animal was originally reported in category E, as 
there appeared to be no veterinary care or humane intervention prior to the animal’s death. After 
further evaluation of the animal’s records it was determined that no treatment was withheld from this 
animal, and for this reason, it is more accurate to place this animal in category C. 


NHP 062762 This animal was assigned to a 3-week study for a combination chemotherapeutic 
therapy. Three weekly intravenous doses were scheduled, and this animal received its second dose on 
04/26/07. The animal was evaluated by vet staff on 04/26/07 for loss of appetite and diarrhea. 
The animal was placed on food supplementation and increased observations by the vet staff. On 
04/29/07, an additional VSR was completed for the animal lying down, but was not turned in to the 
vet staff. The following morning, the animal was reported moribund, and a veterinarian was 
contacted. The veterinarian arrived within 10 minutes to euthanize the animal, but it had already 
expired. This was reported to the Attending Veterinarian for follow-up and re-training of the 
individual who initiated the original VSR. This animal would have been humanely euthanatized and 
the intent to treat/relieve was present. As a result, the animal had been receiving treatment for 
decreased appetite and diarrhea and as such, has been reclassified to Category D. 

We appreciate the opportunity to correct and supplement the information provided with our original 
report. Please do not hesitate to contact us if further information or clarification is needed, 
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APHIS Form 7023 Additional Reported Sites 


The following additional sites have been reported by the facility. The reported sites have not been verified by APHIS and 
have been provided by the facility solely for completeness of the APHIS Form 7023 Annual Reporting submission. 


Registration Number: 
Customer Number: 
Facility: 


91-R-0063 

40176 

RIOBELL, L L C 

701 5TH AVENUE. SUITE 6100 

SEATTLE. WA 98104-7098 


Riobell 

8220 154th Ave NE 
Redmond, WA 98052 
R&R Rabbitry 
20004 Happy Valley Road 
Stanwood, WA 98292 













